SENT BY:FDA/OHA/HAPS 



SEP 2 7 1996 



11- 7-96 



9:29 



301 443 0232- 




4^^( 



703 308 6916;#14/16 



Docket No. 94L-IK399 



The Honorable Bruce Lehman .. // , ^ 

Assistant Secretary of Commerce and y 

Commissioner of Patents and Trademarks 
Box Pat. Ext. 

Assistant Commissioner for Patents 
Washington, D.C. 20231 

Dear Commissioner Lehman: 

This is in regard to .he applica.on for P-n-- --.on ^or^^ .^^^^^^^^^^ 
r„ed by Wa-r-lambea Co^^^^^^^ ^rt de e mtnti^of the regulator, review 

o pa e™sl rNeuW (trimetrexarc glucuronate) that 
^pSi"n'7e FederafRcgister of August 30. .994 (page 44,737). The not.ce stated: 

Fr3A has determined ihat the applicable regulatory review period, 
for Neuirexin™ is 2,251 days. Of this time. 1.934 day. occurred 
durin.. the testing phase of the regulator/ review penod. while 317 
days occurred during the approval phase. These periods of t,me 
v^ere derived from the following dates: 

^^y pl Hood. P r i" <^"^"^^tir Act iPYQlvng th^S d^K 
pr^^1,,.r ^^rame effective'. October 21, 1987 

The applicant claims September 2, 1987. as the date the 
.nves igaiional new drug application (IND) ^^^^ NeutrexinTM 
nisS ?9 796) became etTective. However. IND 29,796 was 
placed on clinical hold on March ^0, 1^87, within 30 days^ 
of being received by the agency on March 10, 1987. FDA 
records indicate that the IND effective date was October 21 . 
1987, the date IND 29.796 was removed from chmcal hoW. 

,t^^>^^Sm^,:-p,n.lor wb->ect.OtV^i^^<^£^ 
c^,.^ r>...^ anri rn.mrtic Act: Febniary 4. 1993. 
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'I i>e appliciwu claims I'obruarv' 1, as ihc date the new 

druu appllcalion (N13A) for Neutrcxin' ^^ (NDA :0-"i2m 
w.is iniiially subniiiu^cJ llowc^'er, FD.-\ records indicate 
that ihc NDA was si.ihiuiued on I'cbriKuy 1, 19^)3. 

It shotild have iuncd: 

FDA ha-s deierniincd that the applicable regulatory 
review period for Neutrexin '*'^ is 2,25 1 days. Of this 
time, 1,931 days occurred during the testing phase 
of ihc regulatory review period, while ^20 days 
occurred during the approval phase. These periods 
of lime were derived from the following dates: 

I. J-he date an exemption under subsection ?Q 5fi) Qf lh£ 

Federal Fond , Drug, and Cosmetic Act involving; this dfU R 
product bec ame effective: October 21, 1<^87, 

The applicant claims September 2, 1987, as the date the 
investigational new drug application (IND) for Neutrexin^M 
(IND 29,796) became effective. IND 29,796 was placed on 
clinical hold on March 30, 1987, within 30 days of being 
received by the agency on March 10, 1987. The applicant 
has documentation to suggest that an FDA official orally 
stated that FDA had removed IND 29,796 from clinical hold 
on September 2, 19S7. However, FDA records indicate 
that the IND effective date was October 21, 1987, the date 
IND 29,796 was removed from chnical hold via letter. 

2. Jhe dntc ihp application wa<; ininallv submitted wj^h r^HPgC\ 10 
the human drug product under subsection SQSfb 't of theJ cdfilid 
Food Drug. 'Ar^<\ rnRmetic Act: February I, 1993. 

FDA has verified the applicant's claim that the new drug 
application (NDA) for Neutrexin^^* (NDA 20-326) was 
initially submitted on February I, 1993. 
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Please kl ine know if we can be of funhcr assisLincc 

Sincerely yours. 



Stuart Nightingale, M.D. 
Associate Commissioner 
for Health Affairs 



cc: Francis J. Tinney 
Patent Department 
Wamer-L^inhert Company 
2800 Plymouth Road 
Ann Arbor, Michigan 48105 



